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VIA HMND DELIVERY
The Hon. Donna E. Shalala
Secretary
Department of Health and Human %vie.es
Sixth Floor
200 Independence Avenue S.W.
Washington D.C. 20201

..

t-

Re FuMiIlmeytof Reporting Obligation
under 21 U.S.C. $ 343(r)

Dear Secretmy Shakda:

Coastside Bio Resources, by counsel and in accordance with the requirementsof
21 U.S.C. $ 343(r), hereby reports its statements of nutritional support. Under that
sectioq companies are not ordy required to make such a reporting but also to retain
substantiation for each such statement. In proof of its compliaxw with that additional
requirement Coastside BIOResources herein submits citations to some, but not ~ of the
scientific documentation it retains in support of the statements. In accordancewith the
requirementsof Section 343(r), Co@;de Bio Resourc& includes the following &claimer—— .-
.@bo~dfke:~ .pro@tently-displayed uWme+oh.piece of literature th&b~any. . ‘-” ..

. . ..- .-.

“statement listed below ~isstatetient has not b’&&”evahxated by the Food and Drug
Administr@iort.. This productis not @endti” tci diagtios~ &&$ curq or prevent... .. . . - .. . . ..
auy dkease -
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Product Statement

Sea Cucumber For generations the Chinese have called
on the lowly sea cucumber to provide
nutritional support for proper
joint fimctioning,

. .
Maintenance of healthy
joints, support for connective tissue,
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andprotection of healthycartikge
have been theirobjectives.

Si2aCucumber contains
mucopolysmharid~
inchding a high percentage
of chondroitin su!fhtes, which are important
elements of human cartikge.

Maine Sea Cucumber’s objectives
are (1) to provide a nutritional
supportto the body’s cells which
he!p rebuildand maintain
cartilage and (2) to promote
comfortablejoint fbnction. r-

~ermsentative Samdin~ of Surmortive Data:

V. Rejholey, “Long-Term Studies of Antiostearthxitk Drugs An Assessment” 17
&minars in Arthritis andl?heumatism, 35-53 (1987); V.R Pipitonq “Chondroprotection
with Chondroitin Sulfht%” 17 Drugs E@ CiincialRes. 3-7(1991); and A Baici and P.
Bmdamante, “Interaction betweea Human Leukocyte Elastase and Chrondroitin !Mfhte,”
51 Ckem. - Biol Interactions 1-11 (1984).
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